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Art Unit: 1818 

Interview Summary 
12 December 1996 

Discussion centered on five basic points. 

1 . The differences between Alzheimer's Disease and the transgeneic animal models of beta- 
amyloidosis. Discussed the fine point in regard to the lack of neurofibrillary tangles with respect 
to any existing animal or animal model. Discussed restriction of claims to potentially beta- 
amyloid deposition or secreting models. Support for this limitation in specification was queried 
by the examiner. Concurred that the transgeneic animal models were a model for beta- 
amyloidosis. 

2. The ability of the assay to detect smaller samples which would be required in small rodents. 
Discussed that the claim language requires preadministration sampling, administration of the 
substance and postadministration sampling in the sample. A temporal sequence is implied by 
the antecedent basis of the claim with regard to "the non-human animal". Applicants were going 
to consider both points and potentially supply data showing that the assay is sensitive enough to 
assay smaller samples than the 100 ul used for human CSF in the specification. Applicants 
were also providing evidence that the assay can distinguish the transgene from the endogenous 
peptide in the transgeneic models of beta-amyloidosis. 

t 3. Enablement regarding transgeneic animals will be supported by evidence (i.e. scientific 
papers to be provided). 

4. Evidence regarding the establishment of more than one assay to determine the presence of 
the AB(x->41) commensurate in scope with the assay. 

5. Arguments will be presented regarding screening nature of the assay rather than therapeutic 
with regards to Alzheimer's disease. 



Exr. Patricia A. Duffy, Ph.D. 



